AMWAPacSW May 2013 Postscripts 



VolumedfMss 

May 






r~^ 

■* iWjf. ».*' 1 




’■■■ j5 

i ■ I 


" wjy V’ , 7’ 


- ^9|9pk 





fHUj 







POSTSCRIPTS 


SUBSCRIPTION 


AIMS AND SCOPE 

Postscripts is the newsmagazine of the American Medical Writers 
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publishes news, notices and authoritative articles of interest in all 
areas of medical and scientific writing and communications. The 
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in issues, regulations and practice of medical writing and 
communications; skills and language; summaries and reports of 
meetings and symposia; book and journal summaries. 
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members, Postscripts includes news and event notices covering 
Chapter activities. 
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Greetings AMWA friends and colleagues, 

April’s showers brought not only May’s lovely new flowers, but 
also a wonderful educational and networking experience at 
AMWA’s Pacific Regional (Asilomar conference) in Monterey. A 
sneak peak of the happenings is the award winning entry to our 
inaugural Asilomar Conference-Frances Larson Memorial 
Award, written by Michelle Merrigan, PhD (other highlights to 
follow in our June Issue... stay tuned!). This month’s issue also 
is bursting with color thanks to the latest installment of our 
engaging monthly contributors. Each article is a wonderful 
learning opportunity. 

I’d like to mention a different kind of learning opportunity: a 
chapter-run mentoring program. We’d love to offer this 
resource! Folks interested in joining a mentoring program 
committee to brainstorm and create the program, please feel 
free to contact me! It’s a wonderful feeling helping others by 
sharing your insights, and making a difference to the 
profession. For starters, I’d like to put a call out for folks who 
would be willing to share their experiences in an informational 
interview when a prospective or new medical writer makes 
contact with our Chapter (a young scientist just contacted me 
and would love to have a brief chat with someone.... any 
takers?). Please drop me a line if I can add you to the “Info 
Interview List”. 

Wishing you all a lovely May. 

Warmly, 





Jennifer Grodberg, PhD, RAC 
President, AMWA Pacific-Southwest Chapter 


I 


I 
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Nol ike Skarpesl Pencil in ike Cup 


By MaryAnn Foote 

This article is the first in an occasional series highlighting an issue of concern to medical writers. Scenarios 
are based on the author’s 20+ years of experience — personal and learning from others — in the biopharma 
industry, freelance world, and academia. Any scenario described has been altered to obscure the culprits 

and may, in fact, be a composite of several culprits. 


Client: Small venture-capital biotech company 

Conflict: Control of information release 

Introduction: A medical writer hired by a small 
biotech company is tasked with preparing slides for a 
platform presentation at an important professional 
meeting. The data from the phase 2 trial are 
considered to be excellent (ie, hypothesis proved, 
safety issues were minimal and as expected in this 
patient population). The company president is eager 
to showcase his company and asks the writer to 
include the design of the pivotal phase 3 trial as part 
of the presentation. 

Issues: Science is communication and much has 


been written in the past decade on the publication of 
all data (positive as well as negative). Development 
of a new molecular entity or even a second-generation 
product with enhanced features is extremely costly. 
Many unique ideas are born in small biotech 
companies that rely heavily on “venture capital” to 
stay in business. It is important for these companies to 
keep investors informed - and paying the bills. 
Sometimes, the mental picture of a low bank account 
may cloud reasoning regarding wise practice. 

Although many companies try to hide poor data, 
sometimes it is not prudent to head in the opposite 
direction and to provide too much information. In this 
scenario, the medical writer politely “discusses” the 
company president’s request to include the phase 3 
study design. 


Company President The phase 2 data are strong and we need to let our 
investors and the biotech world at large know that we are a force to be reckoned 
with. 



Medical Writer. The presentation is limited to 20 minutes with 10 minutes for 
questions. The slide set follows the traditional IMRaD (Introduction, Materials 
and Methods, Results, and Discussion) format by setting the background for the 
study, providing the hypothesis and how it was tested and the data analyzed, 
and gives a conclusion based on the hypothesis. The hypothesis was not “what 
is the phase 3 design?”. The data are excellent and will generate much 
discussion with the audience and buzz in the trade news. I strongly recommend 
that you not tip your hand to your competitors. 

Company President Our data are so good and we are small and nimble. Big 
Pharma should be on notice that we are a contender! 


Medical Writer. I strongly recommend that you limit the presentation to the 
current study. With data this strong, everyone will know that you will be moving 
forward with a phase 3 study. 


Company President (getting a bit uppity): You are a medical writer! You know 
about grammar and spelling, not strategy. (continued on next page) 
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Medical Writer (taken aback)-. Your statement is not accurate! As a regulatory 
medical writer, I may be good at spelling and grammar, but my value to you lies 
in my knowledge of all aspects of clinical trials, including dissemination of data. 

Company President (standing up to leave meeting): Include the phase 3 
design. 

Medical Writer (resigned to this order): Okay, I will comply but I want it to be 
on record that I really disagree with this strategy. 


The writer did a stellar job with the slide presentation: 
It was not difficult given the good data and conduct of 
a clean trial. The presentation was enthusiastically 
received by the audience, the professional 
association, the press.... and the competitors. While 
the small biotech company enjoyed the time in the 
limelight and gave many interviews, its main Big 
Pharma competitor took the phase 3 study design 
that the smaller company presented, wrote a protocol 
using its similar drug, submitted the protocol to the 
FDA, contacted investigators, held study kickoff 
meetings, and signed on all the Key Opinion Leaders 
in the field and their patients. When the 
small company finally decided to stop 
celebrating and start its phase 3 trial, 
the company found that it had been 
“scooped” by its competition and that it 
would take years to enroll enough 
patients for the phase 3 study. 

Why do I nominate this scenario for Not the 
Sharpest Pencil in the Cup? Several reasons: 


medical writer for attempting to be an integral 
member of the team in strategy and execution of 
drug development and for reminding everyone of the 
importance of keeping proprietary information 
propriety before it is posted on www.clinicaltrials.gov. 
We as medical writers must work to make our 
profession one of critical thinking and knowledge of 
how science is done and reported. All too often, 
writers are relegated to “secretarial” status, asked to 
format documents, correct grammar, and take 
minutes at meetings. With all due respect, writers 
should decline these tasks (but can incorporate the 
formatting and grammar into the overall 
presentation of the data) and should 
vigorously portray their knowledge of 
publication policy, clinical study conduct 
and reporting, and regulatory impact of 
their work. Documents can be 
automatically formatted and spell-checked 
by machines. We need to stop focusing 
on being typists and grammarians if we 
are to move forward. 


ir 


writers. . . should 
vigorously portray the 
knowledge of publication 
policy, clinical study 
conduct and reporting, 
and regulatory impact of 
their work 


• Not following IMRaD format - A meeting abstract, a 
journal article abstract, a poster, or a slide 
presentation should follow the standard IMRaD 
format, albeit sometimes in an abbreviated format. 
The IMRaD format presents an observation and 
question, a hypothesis based on the question, details 
on how the hypothesis was tested and the data 
analyzed, results, and discussion of the results. No 
study is undertaken with the hypothesis “Let’s see 
what we should do next”. The 
paper/poster/presentation should focus only on the 
hypothesis tested. 

• Not listening to the medical writer - Kudos to the 


What are your thoughts? The data from the phase 2 
study suggested that the product would be a good 
option for many patients diagnosed with the disease 
in question, with longer progression-free survival and 
fewer adverse events. It is not clear whether the 
product ever entered phase 3, which is lamentable 
for patients who may have benefited. The company 
president seems to be a prime candidate for not the 
sharpest pencil in the cup. 

Acknowledgements: Many thanks to Susan Siefert, 
Robbie Wong, and Jim Yuen for their excellent comments 
on an early draft and for jolting me with long-suppressed 
memories of other interesting experiences to write about. 
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ISMPP S unskine Ad T ask Force Formed 


By Jennifer Reichert, PhD 


companies to determine, and their rationale 
should be accompanied by documented 
assumptions.” 


The International Society for Medical Publication 
Professionals (ISMPP) 1 has established the 
ISMPP Sunshine Act Task Force to “follow 
issues, understand details and implications, 
and... provide information... with respect to the 
US Physician Payment Sunshine Act and 
medical publications.” Since the release of the 
Physician Payment Sunshine Act final rule 2 by 
the Centers for Medicare and Medicaid Services 
(CMS) on February 8, 2013, the ISMPP 
Sunshine Act Task Force has issued an update 3 
on rules, definitions, and reporting requirements 
which are applicable to medical publication 
professionals. The update includes definitions 
and highlights of the final rule applicable to 
medical publication professionals. 

On March 26, 2013, members of the ISMPP 
Sunshine Act Task force met with CMS staff to 
seek interpretation and clarification of rules for 
implementation of the Physician Payment 
Sunshine Act with respect to publication 
activities. The task force members in attendance 
reported that “the meeting was open and 
positive. Although CMS representatives were not 
able to answer specific questions, they did 
provide helpful guidance.” The task force 
reported that their impression was that 
“publication assistance of any type provided by 
Applicable Manufacturers (pharmaceutical, 
biotech, and medical device companies) to 
Covered Recipients (physicians and teaching 
hospitals) would be a reportable transfer of value 
under the law.” They also “gained the impression 
that the details of reporting — the amount 
reported and the methods to determine the 
reportable amount — would be left to individual 


It is encouraging to see collaboration between 
publication professionals and regulators in 
interpreting this new regulation. The schedule for 
implementation of the new final rule specifies that 
data collection must begin by August 1, 2013 and 
be reported by March 31, 2014. Many Applicable 
Manufacturers are already collecting payment 
data. The ISMPP Sunshine Act Task Force will 
share their next update during the 9th Annual 
Meeting of ISMPP, April 29 - May 1, 2013 in 
Baltimore, MD. Questions about the Sunshine Act 
can be addressed to the ISMPP Sunshine Act 
Task Force at sunshine.act@ismpp.org and to 
CMS at openpayments@cms.hhs.gov. 


1. http://www.ismpp.org/ 

2 . 

https://www.federalregister.gOv/articles/2013/02/0 
8/201 3-02572/medicare-medicaid-childrens- 
health-insurance-programs-transparency-reports- 
and-reporting-of 

3. 

http://www.ismpp.org/assets/docs/lnititives/Sunshi 
ne_Act/ismpp sunshine act update_feb 9 
2013.pdf 


( | generally leave the details of fiscal programs to the /Administration and (Congress. 
~]~hat's really their area of authority and responsibility, and ] don't think it’s 
appropriate for me to second guess.” 

— ben b ernan ke 


Weblinks: 


POSTSCRIPTS | VOL 3, NO. 14 | MAY 2013 61 


Sunflower. By Larisa Koshkina, publicdomainpictures.net 



t to understand geologip studu earthaualces, ]f tj< 
derstand the economy, studrj the Repression. 


>ernanke 


And, if you want to learn medical writing, 
buy a ticket to Columbus. 
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“ ~~ ~ Columbus, OH 

EXPANDING OUR HORIZONS 


AMWA's 73rd Annual Conference 

http://www.amwa. org/default.asp?id=575 
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Winning Entry By Michelle M. Merrigan, PhD 

2013 Frances Larson Memorial Award For Excellence in Writing 

The annual Frances Larson Memorial Award given by the Pacific Southwest Chapter is intended to 
recognize medical writing of the quality represented by Ms. Larson’s work. A long-time member of 
AMWA, Ms. Larson held many positions in the Pacific Southwest Chapter, including president. She 
served as managing editor of Hospital Topics magazine and as medical editor of Audio-Digest. 

This year's entry required an abstract or an editorial on an article on Sunshine Act by Lauer K, et 
al. published in AMWA Journal (2012). And, asked to describe why you are interested in attending 
the Asilomar conference. 

1 . Abstract 



PHYSICIAN PAYMENT SUNSHINE ACT: POTENTIAL IMPLICATIONS FOR MEDICAL 
PUBLICATION PROFESSIONALS 

The Sunshine Act provides transparency for the 
financial relationships between pharmaceutical 
companies and physicians. Providing medical 
writing and editing services to a physician could 
require disclosure if paid for by a medical 
product manufacturer. The Act stipulates that 
any company that produces drugs, biologicals, 
medical devices or supplies must track any 
payments or transfers of value to physicians 
(MDs and DOs) and teaching hospitals. 

Captured data will include the recipient’s name 
and national provider information, the date and 
amount of payment or transfer of value, the 
associated medical product, the form of payment 
(cash, in-kind items or services, or investments) 
and the nature of the payment (for example, 
consulting fees, gifts, food, or travel). 

Exemptions from tracking include gifts less than 
$10; product discounts, samples and loans; and 
products used for educational use, charity care, 

2. Statement 

Conferences are great opportunities to learn and to connect - and for me, those 
experiences are intimately connected. I’m relatively new to the field of medical 
writing, so the sessions and workshops at Asilomar will help me gain relevant, 
specific knowledge. However, I’d like to learn about medical writing the same 
way I learned about science - from other people, not from a textbook. The oral 
history and shared experience of mentors and colleagues is invaluable, and that 
is what I look forward to most at Asilomar. I hope to learn from, and contribute to, 
this diverse professional community. 


or those required for legal proceedings. These 
data will be tracked and made publically available 
via a database administered by the Center for 
Medicare and Medicaid Services. Data collection 
will begin in 2012 and data are expected to be 
made public in mid-2013. This legislation 
preempts all less restrictive state laws, but does 
not nullify more restrictive state laws that may 
involve additional reporting. Medical writing and 
editing services are not specifically defined in the 
Act, but may have to be tracked. Critical issues in 
need of clarification include assigning fair market 
value to the transfer of medical writing services 
and defining the appropriate recipients. These 
issues will require objective market data and 
standardized financial models to address. There 
are steep fines for non-compliance, thus medical 
writers should anticipate tracking and providing 
data to clients for reporting. 
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WWs Up(!) . . . at FDA anJ EMA 

FDA updates By: Sally Altman and Kelly Dolezal 

To expand food and drug safety monitoring programs to facilities in China, among other proposed actions, the 
FDA has requested a $4.7 billion budget for 2014. In the US, the FDA found a lack of sterility assurance 
during inspections of three separate companies, which resulted in voluntary recalls of their sterile drug 
products, while the discovery of fungus in bags of intravenous magnesium sulfate solution resulted in a fourth 
recall of all products from Med Prep Consulting, Inc. Several food products were also regulated this month; 
the FDA seized all products at V.I.P. Foods, a kosher food producer, after a rodent infestation was found at its 
Ridgewood, NY warehouse, and Proamino International issued a recall of its ProtiDiet High Protein Chocolate 
Dream Bars due to potential Salmonella contamination. Drugs approved by the FDA this month include those 
to treat multiple sclerosis and the symptoms of type 2 diabetes. 


Selected FDA Announcements 


04/21/13 

Balanced Solutions Compounding Pharmacy in Lake Mary, FL has voluntarily recalled all of its non-expired 
sterile drug products. This action follows an FDA inspection that suggested its products could have been 
exposed to microbial contamination. 1 

04/16/13 

The FDA has approved an updated label for OxyContin to reflect its abuse-deterrent reformulation. 1 

04/15/13 

The FDA has issued an alert that all sterile products from ApotheCure and NuVision Pharmacy should not 
be administered to patients. This alert follows an inspection that suggested a lack of sterility assurance. 1 

04/15/13 

In Ridgewood, NY, the FDA has seized all food products at V.I.P. Foodsa producer of kosher food products, 
after an inspection revealed a rodent infestation at the warehouse facility. 1 

04/10/13 

The FDA has requested a $4.7 billion budget for the 2014 fiscal year. The proposed budget would support 
actions to transform the current food safety system, outfit and certify Life Sciences-BiodefenseComplex, 
conduct food and drug safety inspections in China, and pursue the Medical Countermeasures Initiative to 
ensure America’s national security and public health requirements. 1 

03/22/13 

The FDA has issued a proposal to require the makers of automated external defibrillators (AEDs) to submit 
pre-market approval applications. 1 

03/21/13 

Clinical Specialties Compounding Pharmacy in Augusta, GA has voluntarily recalled all of its sterile products. 
This recall follows an FDA inspection that suggested issues with sterility assurance and reports from five 
patients suffering from serious eye infections following use of one of their sterile products, Avastin. 1 

03/18/13 

Med Prep Consulting, Inc. in Tinton Falls, NJ has voluntarily recalled all of its products following identification 
of a fungus in five bags of intravenous magnesium sulfate solution produced by the company. 1 

03/18/13 

The FDA is warning consumers not to eat ProtiDiet High Protein Chocolate Dream Bars produced by 
Proamino International Inc. in Quebec, Canada due to potential Salmonella contamination. 1 

Selected FDA Approvals 

Drug 

Indication Company 

Phenylephrine An alpha-1 adrenergic receptor agonist indicated to dilate the pupil (drug Paragon Bioteck 

hydrochloride 2 previously marketed, but without an approved NDA) 

Tecfidera 2 

Treatment of patients with relapsing forms of multiple sclerosis Biogen Idee Inc 

Invokana 2 

An adjunct to diet and exercise to improve glycemic control in adults with Janssen Res and Dev 
type 2 diabetes mellitus 


1 http://www.fda.gov/NewsEvents/Newsroom/PressAnnouncements/default.htm [Link] 
2 http://www.accessdata. fda.gov [Link] 
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WW's Up(!) . . . al FDA anJ EMA 

EMA Updates By: Wim D’Haeze 

EUROPEAN MEDICINES AGENCY (EMA) ALERTS (24 MAR 2013 THROUGH 20 APR 2013) 

The alerts listed below cover the period from March 24, 2013 through April 20, 2013. Only key alerts thought to 
be of interest to the AMWA community were included; for additional updates and details refer to What’s New on 
the EMA website. 

GUIDELINES 

• None to report 

REPORTS/PAPERS 

• None to report 


APPROVALS/REFUSALS 


Compound 

Indication/Use 

Applicant 

Advice [Note] 

Defitelio 3 

Treatment of veno-occlusive disease in patients 
undergoing blood stem cell transplantation 

Gentium S.p.A. 

Negative opinion 

Stribild b 

Treatment of HIV in adults 

Gilead Science 
International Ltd. 

Positive opinion 

Stayveer 0 

Treatment of pulmonary arterial hypertension 

Marklas Nederland BV 

Positive opinion 

HyQvia d 

Replacement therapy in adults in primary 
immunodeficiency symdromes 

Baxter Innovations GmbH Positive opinion 

Vericonazole e 

Treatment of various infections (e.g., invasive 
aspergillosis) 

Accord Healthcare Ltd. 

Positive opinion 

Tecfidera f 

Treatment of adults with relapsing remitting 
multiple sclerosis 

Biogen Idee Ltd. 

Positive opinion 

Aubagios 

Treatment of adult patients with relapsing 
remitting multiple sclerosis 

Sanofi-Aventis Groupe 

Positive opinion 

Labazenit h 

Treatment of asthma in adults 

Laboratoires SMB s.a. 

Negative opinion 

Iclusig 1 

Treatment of chronic myeloid leukaemia and 
Philadelphia chromosome positive acute 
lymphoblastic leukaemia. 

ARIAD Ltd. 

Positive opinion 


Note: “positive” or “negative” opinion indicates the Committee for Medicinal Products for Human Use (CHMP) 
adopted a positive or negative opinion in regards of granting the marketing authorization, respectively, awaiting 
a final decision of the European Commission (EC). 


(continued on next page) 
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(continued from page 64). . . EMA Updates 


GENERAL ANNOUNCEMENTS 

• European Medicines Agency publishes report on patient recruitment and geographical location of 
clinical trialsJ 

• European Medicines Agency updates procedural guideline according to new pharmacovigilance 
legislation. k 

LINKS 

EMA Website - What's New: 

http://www.ema. europa.eu/ema/index.jsp?curl=pages/news_and_events/landing/whats_new.jsp&mid=WC0b01 
ac058004d5c4 [Link] 

a. 

http://www.ema.europa.eu/ema/index.jsp7curNpages/medicines/human/medicines/002393/smops/Negative/hu 
man_smop_000491.jsp&mid=WC0b01ac058001d127 [Link] 

b. 

http://www.ema. europa.eu/ema/index.jsp?curl=pages/medicines/human/medicines/002574/smops/Positive/hu 
man_smop_000488.jsp&mid=WC0b01ac058001d127 [Link] 

c. 

http://www.ema. europa.eu/ema/index.jsp?curl=pages/medicines/human/medicines/002644/smops/Positive/hu 
man_smop_000495.jsp&mid=WC0b01ac058001d127 [Link] 

d. 

http://www.ema. europa.eu/ema/index.jsp?curl=pages/medicines/human/medicines/002491/smops/Positive/hu 
man_smop_000497.jsp&mid=WC0b01ac058001d127 [Link] 

e. 

http://www.ema. europa.eu/ema/index.jsp?curl=pages/medicines/human/medicines/002669/smops/Positive/hu 
man_smop_000485.jsp&mid=WC0b01ac058001d127 [Link] 

f. 

http://www.ema. europa.eu/ema/index.jsp?curl=pages/medicines/human/medicines/002601/smops/Positive/hu 
man_smop_000498.jsp&mid=WC0b01ac058001d127 [Link] 

9 - 

http://www.ema.europa.eu/ema/index.jsp7curNpages/medicines/human/medicines/002514/smops/Positive/hu 
man_smop_000496.jsp&mid=WC0b01ac058001d127 [Link] 

h. 

http://www.ema. europa.eu/ema/index.jsp?curl=pages/medicines/human/medicines/002201/smops/Negative/hu 
man_smop_000490.jsp&mid=WC0b01ac058001d127 [Link] 

i. 

http://www.ema. europa.eu/ema/index.jsp?curl=pages/medicines/human/medicines/002695/smops/Positive/hu 
man_smop_000487.jsp&mid=WC0b01ac058001d127 [Link] 

j- 

http://www.ema.europa.eu/ema/index.jsp7curNpages/news_and_events/news/2013/04/news_detail_001758.js 
p&mid=WC0b01 ac058004d5c1 [Link] 
k. 

http://www.ema.europa.eu/ema/index.jsp?curl=pages/news_and_events/news/2013/03/news_detail_001752.js 
p&mid=WC0b01ac058004d5c1 [Link] 

66 POSTSCRIPTS | VOL 3, NO. 14 | MAY 2013 


Advertisement 


HAWAII — Kaua’i Oceanfront Resort 


Islander on the Beach, Kapaa, Kaua’i, is a beachfront resort set on 6 beautiful 
tropical acres with breathtaking views of the blue Pacific Ocean. 


Islander on the Beach, Kapaa, Kaua’i, is a 
beachfront resort set on 6 beautiful tropical 
acres with breathtaking views of the blue Pacific 
Ocean. 

Located 7 miles north of Lihue Airport, Islander 
on the Beach is an old Hawaii resort, with pool, 
jet spa, gas barbeques, and Tiki bar. Walk to 
dozens of shops and restaurants, as well as 
ancient heiau and Queen’s bath. During whale 
season, see whales from beach and from lanai 
of Unit 361. 

All Inclusive Pricing 

When you book directly with owner on 
secure Website, you avoid the high room 
prices and mandatory resort fees of the 
hotel. 



What I offer for the price of your rental: 

• Luxury high-count sheets 

• Thick spa towels 

• Organic tropical toiletries 

• Free in-room WiFi 

• Free Hawaiian coffee 

• iPhone ports and iHome 

• Beach chairs, coolers, beach towels, boogie boards 

• Activity drawers with games and beach toys 

• Color cable TV, DVD player, CD player with island music CDs 

• Kitchenette with bar refrigerator, microwave, toaster, blender, and 
coffee pot 

• High-end dishes, flatware, bbq utensils 

• Real-time secure on-line booking 


Two luxury condohotel units to choose from to 
suit your needs for the vacation of a lifetime 
every time 

Unit 111 

• ground floor, sleeps 4 

• 2 full-size (double beds) 

• garden view 

• raised lanai for security 

• VRBO listing 430323 


Unit 361 


PRICING IS PER NIGHT, NOT PER GUEST, AND STARTS 
AT $89/NIGHT FOR UNIT 111 AND $99/NIGHT FOR UNIT 

361 

MaryAnn 

IOB361@yahoo.com 
State of Hawaii License 
W86306457-01 


• third floor, sleeps 2 
• king bed 

• spectacular ocean view 
• fall asleep listening to the waves 
• VRBO listing 424621 

VRBO is Vacation Rentals by Owners at www.vrbo.com 
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AMA-zing Style ike AMA M anual of Style Column 


By Dikran Toroser, PhD, Amgen Inc. 


Health Economics: Cost-Effectiveness Analysis, Cost-Benefit Analysis 

Although human health has improved dramatically during the last few decades, it is now apparent that 
resources must be deployed effectively to make further substantial progress. This requires information about 
which interventions work and their cost. The ability of healthcare systems to provide care (with an array of 
expensive drugs) often exceeds their ability to afford such technologies. Healthcare decision-makers have to 
make tough choices — they often inform these choices by comparing various treatment options through health 
economic analyses. Many medical writers work with health economists to communicate this information. The 
AMA manual of style has a useful section outlining basic health economic concepts for the medical writer. 


What types of studies provide this evidence? 

Although a treatment may be shown to be effective in 
an RCT, recommending the treatment in general 
practice may not necessarily be pragmatic. It may be 
too expensive, or may benefit only few people at the 
expense of a large number, or it may lead to 
significant “downstream” costs (such as increased 
hospitalizations during end-of-life chemotherapy 
treatments) that negate any immediate savings or 
benefit. 


Cost-effectiveness and cost-benefit analyses are a 
set of mathematical techniques to model the 
consequences of medical interventions. Cost- 
effectiveness analysis “compares the net monetary 
costs of a healthcare intervention with some measure 


Examplecomparison between 
treatmentand non-treatment 
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of clinical outcome or effectiveness such as mortality 
rates or life-years saved’.'' Cost benefit analysis is 
similar but “converts clinical measures of outcomes 
into monetary units, allowing both costs and benefits 
to be expressed on a single scale". The use of a 
common metric thus enables comparisons between 
different treatments. The results of a cost- 
effectiveness analysis are usually expressed as a 
cost-effectiveness ratio, for example, the cost per year 
of life gained. The use of quality-adjusted life years 
(QALYs [see figure]) or disability-adjusted life-years 
(DALYs) permits direct comparison of different types 
of interventions using the same measure for 
outcomes. It is important to note that the analyses 
may have inbuilt biases that are difficult to detect. 2 

A frequent approach used by cost-effectiveness 
analysts is to define a base case that represents the 
choices to be considered, perform an analysis for the 
base case, and then perform sensitivity analyses to 
determine how varying the data used and 
assumptions made for the base case affects the 
results. Sometimes authors test their conclusions by 
performing bootstrap or jackknife analyses. 3 This 
involves taking a very large number of repeated 
random samples from the data and then observing 
whether this procedure generally replicates the 
previous analytic conclusions. Numerous journals 
have published guidelines and approaches to cost- 
effectiveness analysis, but there still remains a need 
for an established consensus on their reporting or 
interpretation. 4 Nonetheless, authors should clearly 


68 POSTSCRIPTS | VOL 3, NO. 14 | MAY 2013 


(continued on next page) 




indicate all resources of data for both treatment 
effects and costs. Graphical approaches often help 
readers better understand the basic conclusions of 
the analysis. 

JAMA requires authors of cost-effectiveness 
analyses and decision analyses to submit a copy of 
the decision tree comprising their model. Although 
this need not necessarily be included in the body of 
the published article, such information is necessary 
for reviewers and editors to assess the details of the 
model and its analysis. 

Further details can be found on page 849-905 AMA 
Manual of Style 10th edition. 
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“Economics has many substantive areas of knowledge where there is agreement but 
also contains areas of controversy, ghat's inescapable.” 

— ben b ernan he, 2006 
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Looking for new opportunities in technology? Looking for networking opportunities 
with science and technology leaders? Looking to enhance your professional skills 
and find balance between your professional and personal lives? 

We invite you to attend the 

Women In Science and Technology (WIST) Conference 

Saturday, May 18, 2013 
8 AM to 5 PM 

At The Faculty Club on the campus of UC San Diego 
Advanced Registration Required at www.wist2013.org 
Deadline: May 14 (Discount for registration by April 20) 

Keynote speakers: 

Jeanne Ferrante, Associate Vice Chancellor for Faculty Equity, Associate Dean of 
the Jacobs School of Engineering, and Professor of Computer Science and 

Engineering, UC San Diego 

Barbara Bry, Chief Operating 

Who Should Attend? 

Individuals at all levels in Science, 

Technology, Engineering, and 
Mathematics (STEM) fields. 

What is the WIST conference about? 

A one day symposium focusing on career 
and personal development, networking, 
an inspiring prominent keynote speakers. 

Exciting and informative workshops and 
seminars are available for individuals at 
all stages of their careers in both 
academia and industry. An excellent 
opportunity to network, develop new skills, 
and explore career opportunities with 300 
attendees from the scientific community. 

What is the Purpose of the WIST 
conference? 

To empower women in STEM fields at all 
levels to enhance their careers through 
networking, discussion of relevant career 
development topics, and exposure to a 
wide range of specialties in STEM fields. Now is the opportunity to make positive 

changes in our careers and lives! 

For more information and registration, please visit our website at: 

www.wist2013.org 


Officer, Blackbird Ventures 



mHY 18, 2013 

ifiFORmnnon rod registrrtioii smh 

UIUIUJ.UJIST2013.ORG 
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Je-MS-lifying W ord 


By Susan Chang 


We all know to “Reduce, Reuse, Recycle”... but have you applied this to your writing? Reusing text from 
previously reviewed/edited/QCed/approved documents can be an efficient way to begin a writing project. 
And sometimes this is required! But beware the copy/paste... 

MAY THE SOURCE BE WITH YOU 

Directly copying and pasting content from one document to another can cause problems with formatting, 
styles, and even symbols. Your pristine document will inherit ALL of the styles from the source document if 
you simply Ctrl + C, Ctrl + V. Three “safe paste” options are shown below for MS Word 2007, but some of 
these options will work with other Word versions as well. 

“Safe Paste” Option 1: Paste Unformatted Text 

1 . Highlight and copy the text from the source document. 

2. In the destination document, place the cursor where 
the text should go. 

3. Go to Home tab -> Clipboard group -> 

Paste drop-down menu -> Paste Special. 

4. Choose Unformatted Text and click OK. 

5. Change text formatting using your preset styles. 
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“Safe Paste” Option 2: Use the Right-Click Options 

(Apologies to my southpaw colleagues; I am aware that the term “right-click” is dexteretist.) 


1. 

2 . 

3. 

4. 


Highlight and copy the text from the source document. 

In the destination document, place the cursor where 
the text should go. 

Right-click and choose the desired option (the “A” is 
suggested for unformatted text). 

Change text formatting using your preset styles. 

Keep source formatting 
Merge formatting 



Keep text only (unformatted text) 


“Safe Paste” Option 3: Unformat Text in the Source Document 

1 . In the source document, highlight the text to be copied. 

2. Assign the paragraph style Normal to the selected text. 

3. Copy the highlighted text ( Ctrl + C). 

4. In the destination document, place the cursor where the text should go. 

5. Click Paste (Ctrl + V) and change text formatting using your preset styles. 


CAUTION: In the Advanced Word Settings, there are Cut, Copy, and Paste options for keeping source 
formatting versus destination formatting when pasting between 2 documents. These settings can be glitchy; 
therefore, this option is not preferred. 


THESE ARE NOT THE FONTS YOU’RE LOOKING FOR 


Watch out for symbols, subscript/superscript font, and other special characters! They may not be preserved 
between documents. Always compare your final formatted text to the original text. 


Word woes? Email me at SKC@SusanChangConsulting 
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.com with your MS Word questions! 
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Safely Sentinels: Pkarmacovigilance Issues anJ News 

By Ellen Klepack, PharmD 


This month’s column will feature FDA’s Sentinel Initiative. 


As our healthcare system goes from paper-based to 
electronic, the ability to quickly identify potential 
safety signals in marketed medical products and any 
outcomes associated with them increases through 
the use of new technologies. Development of FDA’s 
Sentinel Initiative is currently underway and will serve 
as a tool to proactively monitor the safety of 
marketed drugs, biologies and medical devices in 
near real time; capitalizing on the increasing 
availability of electronic healthcare data. This 
initiative was launched in 2008 as a result of the 
Food and Drug Administration Amendments Act of 
2007 (FDAAA). 1 FDAAAof 2007 required FDA, in 
collaboration with public, academic, and private 
entities, to develop an active safety surveillance 
system for monitoring regulated medical products 
using electronic data (e.g., electronic health records, 
administrative and insurance claims databases, 
registries, pharmacy dispensing data) from at least 
100 million patients. 14 Up until 2008, FDA had 
largely relied on a passive surveillance system to 
monitor the safety of products once they reach the 
market whereby healthcare professionals, patients 
and companies voluntarily report adverse events via 
the MedWatch program. 5 

The Sentinel System will allow FDA to utilize existing 
patient healthcare data by sending safety queries 
through a central coordination center to participating 
data holders. The data holders would then search 
their records using programs distributed by the 
coordination center and send a summary report of 
findings back to the operations center via a secure 
portal for FDA review. 6 ’ 7 8 Data will be kept with 
individual data holders; also known as a distributed 
data system. Advantages of a distributed data 
system are that it better protects patient privacy and 
security and avoids the complexities that come with 
attempting to merge different databases. 


Preparing the groundwork: Mini-Sentinel pilot 
program 

The Sentinel system is intended to supplement 
existing safety monitoring systems currently in place 
at the FDA. It will be developed and implemented in 
stages in partnership with many stakeholders 
including academia, government, patient, consumer, 
and providers groups, payers, industry and other 
interested organizations. Many projects are ongoing 
or have been planned to launch the Sentinel System. 9 

Mini-Sentinel, a pilot program, was started in 2009 
and is charged with developing a smaller working 
model of the Sentinel System. 4 ' 610 Mini-Sentinel has 
been instrumental in evaluating policies, procedures 
and methodologies necessary to rapidly search and 
evaluate safety data from a distributed data system as 
well as identify challenges and barriers to establishing 
the Sentinel System. 3 

As of June 2012, FDA had secure access to the 
healthcare data of approximately 126 million patients 
nationwide derived from 17 different data partners 
through Mini-Sentinel and has issued more than 120 
data requests to gather safety information on various 
medical products. 11 

Next Steps 

The Mini-Sentinel pilot program is proving to be a 
promising and powerful tool for FDA to better detect 
potential safety signals in marketed products. While 
data is being collected through this pilot program, 
broader system implementation is ongoing; public 
hearings will be held along the way; and appropriate 
budget for successful implementation is being 
pursued. Long term, the Sentinel System is planned 
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Career 


Corner 


By Irene Yau, PhD, Allergan Inc. 


Success 

This month’s career corner is a simple image, but 
it is a great reminder that life is not predictable and 
each person’s journey is unique. I believe the 
drawing below sums up Success nicely. 



Job Listing Synopsis 

Senior Copywriter/Medical writer 
Brandkarma, Irvine 

As a reminder, Job Listings are available for 
current, interested members and are available 
through the following ways: 

• Job openings are sent out on a -monthly basis 
through the jobs mailing list 

• Job listings will be posted periodically through 
our Linkedln SubGroup, AMWA Pacific 
Southwest Chapter, so be sure to join the group 

Please e-mail employment-coordinator@amwa- 
pacsw.org if you'd like to share any job leads 
with the group and it will be added to the job 
listings. 


(continued from page 72). . . Safety Sentinels) 

not only to be a resource for FDA but also for other groups interested in having access to the system for 
research including academia, industry and other government agencies. 
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Careers a ie cart? 


21 Savoury Programs to Boost Your Career Development 



UCLA 

Ca reer Week ( 13 
April 8-12 


FooJ for Tkougkl: Career Enlrees for ike AJ vanced Degree Palale 

AMWA Represented at UCLA Career Week 2013 

By Jacki Dyck-Jones 


In April, the UCLA Career center hosted a culinary 
themed program of career development 
presentations. The university’s brochure tempted 
students as follows: “Join us for a sampling of 
master's and PhD level professional options. This 
graduate degree delicacy will include generous 
portions of insights and healthy food for thought to 
nourish you on your career journey. Come enjoy 
servings of industry, government, and non-profit 
career information conceived for students with 
advanced degrees. The menu will include an 
appetizing panel of guest speakers to answer your 
questions and provide insights about non-academic 
careers. The main course will feature a network of 
professionals in these fields with whom you can 
exchange career recipes. So grab a plate, have 
some nosh, and whip up your career success!” 

I was invited to be a panelist at the “Food for 
Thought” program, along with Chaitra M. Hardison, a 
Behavioral Scientist at the Rand Corporation, Dana 
Landis, of Korn Ferry International, and Julia 
Sanchez of UCLA Campus Human Resources. I 
would estimate that there were about 50 graduate 
students present, all of them curious to hear about 
life after graduate school. Although I am a bit shy 
about public speaking, I found it was easy to 
participate with the panel approach (although I did 
prepare myself). I enjoyed connecting with the 
students and found it quite comfortable to talk about 
my own education and career development. The 
moderator from the career center asked the panel a 


variety of questions which were designed to 
demonstrate various types of careers available after 
completing grad school. Several students questioned 
their own academic programs and wondered if it was 
really worth it to go through all the work of completing 
their dissertations (I remember that feeling!) One 
underlying theme was that all 4 panelists were happy 
that they completed their doctorates which led to 
satisfying careers that were previously unknown to all 
of them during college! As the only representative 
from the pharmaceutical industry I was able to touch 
upon various types of careers available in clinical 
development, while concentrating on presenting 
medical writing as a fulfilling profession. When asked 
by a student about what drew me to medical writing I 
mentioned that in school I was the kid who loved to do 
book reports! But I was quick to sing the praises of 
AMWA and distributed quite a number of brochures 
that I downloaded and printed up from the AMWA 
National website. I was especially touched to be 
surrounded after the event by several PhD students 
who expressed their passion for writing about science. 
Reaching out to students was time very well spent as I 
both enjoyed my time on the vibrant campus and was 
so happy to share my experiences with others. We 
were all students once! 



Thank You Thursday: 2013 Career Week 
panelists and partners 

By Sirinya Tritipeskul on April 11, 2013 at 12:00:00 AM | Fermalink | Comments (0) 
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No More Hurling People. . . PEACE 



Martin Richard (photo) was the youngest victim of the Boston Marathon bombing. 
At the marathon event, he was doing what an 8-year old kid would love to do: 
eating ice-cream and enjoying a family outing to a sporting event. While his life was 
cut short, his message of love and peace remains timeless. RIP 
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— ajay.malik 


CREDITS: Collage background: "The Tragedy" by Picasso, 1903 / 

Martin Richard's photograph via Lucia Brawley's Photos, Facebook / 

"Shadows Over Boston" painted by Eric Drooker, New Yorker magazine cover, April 29, 2013. 


